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DETAILED ACTION 

1. Currently, claims 1-1 1,16-18,21-25,27-31,55-57,61-63 and 66-70 are pending in the 
instant application. Claim 12-15, 19-20, 26, 32-54, 58-60 and 64-65 have been canceled and 
claims 67-70 are new. This action is written in response to applicant's correspondence submitted 
02/13/2002. All the amendments and arguments have been thoroughly reviewed but were found 
insufficient to place the instantly examined claims in condition for allowance. The following 
rejections are either newly presented, as necessitated by amendment, or are reiterated from the 
previous ofRce action. Any rejections not reiterated in this action have been withdrawn as 
necessitated by applicant's amendments to the claims. The text of those sections of Title 35, U.S. 
Code not included in this action can be found in a prior Office action. This action is Final. 

Withdrawn Rejections 

2. The rejections of claims 1-11, 16-18, 21-25, 27-31, 55-57, 61-63, and 66 under 35 U.S.C. 
112, first paragraph, made in section 4, page 2 of the previous office action mailed 10/08/2007, is 
withdrawn in view of the amendment to the claims. 

New Grounds of Rejection 
Claim Rejections - 35 USC § 112- New Matter 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

4. Claims 67-70 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the mventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Newly added claim 67 with the recitation "wherein said filter comprises two layers 
directly contacting one another" is not supported by the specification and raises the issue of new 
matter. The specification discloses two filter layers wherein the second filter in placed 
downstream of the first fiher layer (see paragraph 43). The specification discloses a multilayer 
filter bed (see paragraph 41) as well as a filtration apparatus assembled by placing a second filter 
into a cartridge housing placing a first filter on top of the second filter and securing the first and 
second filter with an insert (see paragraph 46). However, the specification does not teach a first 
filter directly contacting a second fiher nor does the specification define the term "directly". The 
specification does not disclose if directly refers to a first filter in a straight line/direction with a 
second filter, a first filter intmiediately followed by a second filter, a first filter and a second filter 
with nothing in between the filters, or a first filter in communication with a second filter. The 
specification discloses a figiire of the filtration apparatus, figure 8a-8b, however figure 8a depicts 
a first filter on top of a second filter but does not depict if the first filter is directly contacting the 
second filter in such a manner that would clearly disclose that the first filter is immediately 
followed by a second filter or if the first and second filters have nothing in between the filters. 
As the specification does not define the term "directly" the addition of the term "directly" 
changes the scope of the claims and the specification does not provide support for a first filter 
directly contacting a second filter. 

Newly added claim 69 with the recitation of "second filter layer are about .2 \im in 
diameter" is not supported by the specification and raises the issue of new matter. The originally 
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filed claims have support for a second filter layer that has a pore size of 1 to 500 ^m, as well as 
20 Jim but the originally filed claims do not support the size of .2 ^m for the second filter. The 
specification discloses that a multilayer filter bed has a pore size ranging fi-om . 1 ^.m to 500 ^.m 
however this does not disclose a second filter having a pore size of .2 ^m (see para 41, page 14). 
The specification does teach a first filter that has a pore size of .2 p.m (see para 44, page 15) but 
does not teach that the second filter has a pore size of .2 nm. The specification teaches that the 
second filter is fi-om 1 ^m to >300 ^m and most preferably 10-70 ^m and has an average pore 
size of 20 (Am (see pg. 15 para 45) however this does not provide support for a second filter that 
has a pore size of .2 \.im. The specification provides no indication of the criticality of the 
amended pore size and provides no examples of a second filter that uses the pore size of .2 p,m. 
The subgenus of .2 (im pore size is not supported in the specification and raises the issue of new 
matter. 

Response to Arguments 
The response asserts on page 9 of the remarks mailed 02/19/2008 that support for the 
claim amendments and new claims can be found in the original claims, paragraph 62, and figure 
8A. However the originally filed claims did not recite a first filter directly contacting a second 
filter. Furthermore, figure 8A does not depict a first filter directly contacting a second filter. 
Figure 8A depicts space between the first and second filter (see figure 8A) and thus figure 8a 
does not show that the first filter is directly contacting the second filter. Furthermore paragraph 
42 of the published application, US 2002/0127587 Al describes cell disrupting and cell lysis but 
does not describe a first filter directly contacting a second filter. Additionally paragraph 42 of 
the specification does not describe a first filter directly contacting a second filter. Thus 
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specification does not provide support for the newly added claims 67-70 as there appears to be 
no support for a first filter directly contacting a second filter. 

Maintained Rejection 

Claim Rejections - 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubUc use or on 
sale m this country, more than one year prior to the date of appUcation for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has flilfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 

international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre- AIPA 
35 U.S.C. 102(e)). 

6. Claims 1-11, 16-18, 21-25, 27-31, 55-57, 61-63, and 66, are rejected under 35 
U.S.C. 102(b) as being anticipated by Jones (PCT WO95/02049). Jones teaches a method of 
separating biological compounds from cells by filfration using two filters with increasing pore 
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size in the direction of sample flow. This rejection was previously presented in section 12 of the 
office action mailed 12/19/2005 and is reiterated below. 

With regard to claim 1, Jones (WO95/02049) teaches a method of purifying DNA 
(biological macromolecule) fi-om E. coli bacterial culture (biological sample) by passing the cells 
through a 1 |um fiher followed by a 20|um filter (page 22, T' full paragraph). Jones et al. teaches 
that the method can be used for genomic DNA (see page 4, 1st paragraph). 

With regard to claim 2, Jones teaches the method of purifying nucleic acid from cells that 
comprises lysing a cell suspension to form a cell lysate containing nucleic acid and applying the 
cell lysate to a fiher to remove unwanted cells and cell debris (page 2, 4* full paragraph). 

With regard to claims 3-5, Jones teaches that any cell producing a target compound may 
be used in their invention. Jones defines a "cell" to encompass bacterial cells, cells from higher 
organisms for example blood cells, phage particles, and other cell types or organelles which 
contain the target compound and may require some form of lysis step to release it (page 3, 4'^ full 
paragraph). The cells are lysed prior to applying to the first filter (page 2, full paragraph). 

With regard to claims 6-1 1 , Jones teaches that the target compound to be separated may 
comprise nucleic acid (instant claim 6), protein, or other desired compounds, in particular 
purifying recombinant proteins and antibodies (instant claim 7)(page 2, and 3^** paragraph). 
Jones further teaches that RNA or DNA may be purified using this invention (page 5, 2°'* 
paragraph) (instant claim 8-11). 

With regard to claims 16-18, Jones teaches the use of two filter layers to purify DNA 
from bacterial cells, with the first filter having Ifxm pore size and the second filter having 20 fxm 
pore size (instant claims 16-18) (page 22, 1^ full paragraph). 
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With regard to claims 21-25 and 27, Jones teaches the use of a first filter that retains 
unwanted cells and cell debris (instant claim 21), that is made of any material that can tolerate 
the reagents such as cellulose acetate (acetylated cellulose) (instant claim 24 and 25) and is no 
greater than 50 fxm in pore size and no smaller than .2 fxm (instant claim 22-23) (page 6, 1^* full 
paragraph). Jones teaches that for a nucleic acid, the filter is typically glass or resin based and 
can bind the nucleic acid such as borosilicate glass (see page 6, 2"'' paragraph) (claim 24). Jones 
teaches that the first filter is no greater than 50 fxm in pore size and no smaller than .2 |Lim (see 
page 6, 1^* paragraph) and the second filter is a 20 fxm pore size (see page 22, 1^ full paragraph) 
(instant claim 27). 

With regard to claim 28 and 29, Jones teaches the method of a membrane filter that is 
placed inside the column (tube) (instant claim 29) and has a cylindrical shape (instant claim 28) 
(page 11, last paragraph, figure 1 and figure 2). 

With regard to claims 30-31, Jones teaches the method of lysing a cell suspension to form 
a cell lysate, applying the cell lysate to a filter to remove unwanted cells and cell debris, 
contacting the filtered lysate with a solid phase matrix, separating the resultant filtered lysate 
from the matrix, and eluting the nucleic acid from the matrix (page 2, 4**" full paragraph). Jones 
teaches the method of purifying plasmid DNA by using a filfration method of increasing pore 
sizes of two filters using a 1 |um filter followed by a 20 i^m filter and promoting the flow of 
lysate through the filters by positive pressure (page 22, 1^* full paragraph). 

With regard to claim 55-57 and 61-63, Jones teaches the method of lysing a cell 
suspension from E. coli (natural source) to form a cell lysate, applying the cell lysate to a filter 
to remove unwanted cells and cell debris, followed by contacting the filtered lysate with a solid 
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phase matrix, separating the resultant filtered lysate from the matrix, and eluting the nucleic acid 
from the matrix (page 2, 4* full paragraph). Jones teaches the method of purifying plasmid 
DNA (instant claim 57) by the method of increasing the pore sizes of the filters (instant claim 
55), by using a 1 fxm cellulose acetate filter followed by a 20 fxm PTFE filter (instant claim 61- 
62) and promoting the flow of lysate through the filters by positive pressure (instant claim 56) 
(page 22, 1^' full paragraph and Table 1, page 21). Jones teaches that for a nucleic acid, the filter 
is typically glass or resin based and can bind the nucleic acid such as borosilicate glass (see page 

6, 2"'' paragraph) (claim 63). 

With regard to claim 66, Jones ct al. teaches two filters that have the inherently property 
of shearing genomic DNA, as evidenced by applicant's own specification (see page 13, last 
paragraph to page 14, 1^* line). 

Response to Arguments 

7. The response traverses the rejection on page 3 of the response mailed 02/19/2008. The 
response asserts that the claims are drawn to a filter with a biological sample and the filter 
comprises two fiker layers wherein the filter comprises a first filter layer and a second filter layer 
that in contact with each other. The response asserts that Jones does not disclose a first filter 
layer that is in contact with a second filter layer as Jones discloses two filters separated by a 
conduit and a chamber. This response has been thoroughly reviewed but not found persuasive. 

It is noted that the claims do not require that the first filter is directly contacting the second filter. 
The claims merely require that the first filter is in contact with the second filter, which can 
encompass a first filter in communication with a second filter, via fluid or conduit as depicted in 
figure 5 of Jones. Additionally the term contact can encompass an association with and thus the 
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biological sample that passes through the first filter and the second filter thus allows for the first 
and second filter in contact with each other via the association with the biological sample 
contacting both filters. Furthermore, the claim does not encompass direct contact of the filters 
with each other, thus the filters maybe indirectly contacted, as depicted in figure 5 of Jones, 
through fluid conduit and being housed in the same unit. Furthermore, the specification does not 
define the term "contact" and thus has been given its broadest reasonable intrepetation to 
encompass an association, communication, close interaction, a channel for communication 
between two groups and thus Jones et al. does teach a first filter that is in a direct line, 
communication, interaction to a second filter (see figure 5). The instant pending claims does not 
exclude additional elements, such as two filters separated by a conduit and chamber as taught by 
Jones et al. For these reasons, and the reasons made of record in the previous office actions, the 
rejection is maintained . 

New Grounds of Rejection 
Claim Rejections - 35 USC § 102 
8. Claims 67-70 are rejected under 35 U.S.C. 102(b) as being anticipated by Nieuwkerk et 
al. (US Patent 5438128). This rejection is newly presented, necessitated by the amendment to 
the claims. 

Nieuwkerk et al. teaches a method for convenient and rapid isolation of nucleic acids (see 
column 2 lines 64-68). Nieuwkirk et al. teaches a device for the isolation of nucleic acids that 
comprises stacked membranes that have a pore size of .1 to 12 microns and teaches that the 
preferred number of stacked membranes (first and second filter directly contacting) is from one 
to 20 (see column 2, lines 28-40). Thus, Nieuwkirk teaches a first and second filter in contact 
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with each other with a first filter having a pore size of between .1 and 100 micron and a second 
filter having a pore size of .2 micron (claims 68-69). Nieuwkirk et al. teaches plasmid 
purification by contacting the filter with cell lysate (see example 1, column 8 lines 28-67) (claim 
70). 

Conclusion 

9. No claims are allowable. 

10. Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS fi-om the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SARAE BAUSCH whose telephone number is (571)272-2912. 
The examiner can normally be reached on M-F 9am-5pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at (866) 217-9197 (toll-free). 

Any inquiry of a general nature or relating to the status of this application 
or proceeding should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in the Patent Application Information 
Retrieval system (PAIR) can now contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily &om 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent nuniber, the type of document you are having an image problem with, the nuniber of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of the problem within 5-7 business days. Applicants 
can also check PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is a con^jlete service 
center supporting all patent business on the Internet. The USPTO's PAIR system provides Internet-based access to patent application status and 
history information. It also enables applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



/Sarae Bausch/ 
Primary Examiner 
Art Unit 1634 
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